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□ This action is FINAL. m!5 „ Qrc nmseeution as to the merits is closed in 

□ Since this application is in condKion for f^^^^X^^ 
accordance with the practice under Ex parte Quayle, 1935 o.u. , 

Disposition of Claims 

^r6!aim(s) J ~ ^ 1 



_ is/are pending in the application. 



Of the above claim(s)— 

□ Claim(s) 

□ Claim(s) 

□ Claim(s) 

[t>dairn(s)- I " ^ ^ 



is/are withdrawn from consideration. 

is/are allowed . 

is/are rejected. 

is/are objected to. 

are subject to restriction or election 

requirement. 



Application Papers 

□ The proposed drawing correction, filed on 

. /w , Mnn is/are objected to by the Examiner. 

□ The drawing(s) filed on ' 

□ The specification is objected to by the Examiner. 

□ The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. § 119 (a>(<») 

□ received. 

□ received in Application No. (Series Code/Serial Number)_^ T^r^TTzia^ 
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Application/Control Number: 09/483,588 

Art Unit: 1644 

Apphcanfs response (Paper 9) to the restnction requirement mailed 6/20/01 
(Paper 8) is acknowledged. Upon further —ion, the examiner considers further 

further restriction. 

Restriction to one of the Mowing inventions is required under 35 U.S.C. 121: 
I Claims 1-15, 23-30 and 36-37, drawn to engineered antibodies with increased 
/ ADCC activity or binding affinity for an Fc gamma receptor, classified in class 

424, subclass 133.1 and class 530, subclass 387.3. 

Claims 14-22, drawn to engmeered antibodies with decreased bindmg affinity for 
an Fc gamma receptor, classified in class 424, subclass 133.1 and class 530, 
subclass 387.3. 

DL Claims 31-33, drawn to polypeptides with reduced binding affinity for an FcRn, 

classified in class 530, subclass 387.1. 
N . Claims 3, and 34-35, drawn to polypeptides with increased binding affinity for an 

FcRn, classified in class 530, subclass 387.1. 
V Claims 38-42, drawn to nucleic acids, vectors, host cells, and methods of 
/ producing a polypeptide wtth tncreased ADCC activity or binding affinity for an 

Fc gamma receptor, classified in class 435, subclass 69.6. 
V, Claim 43, drawn to a method of treating a disorder w«h polypeptides with 
1 increased ADCC activity or binding affinity for an Fc gamma receptor, classified 

in class 424, subclass 133.1. 
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^VE. Claims 44-49, drawn to methods of selecting a variant Fc having altered FcR 

binding or altered ADCC wherem the alteration is an increase in these activities, 
classified in class 435, subclass 7.1+. 
VIII. Claims 44-45 and 47-49, drawn to methods of selecting a variant Fc having 

altered FcR binding or altered ADCC wherein the alteration is a decrease in these 
activities, classified in class 435, subclass 7.1+. 
The inventions are distinct, each from the other because of the following reasons: 

Inventions 1, II, III and IV are unrelated. Inventions are unrelated if it can be shown that 
they are not drsclosed as capable of use together and they have drfferent modes of operation, 
Afferent functions, or different effects (MPEP S 806.04, MPEP S 808.01). In the instant case the 
products having increased and the products having decreased bmding affinities have different 
properties and functions and different motivations for then production (note, the examiner 
considers any claim drawn to a polypeptide havtog increased bindmg affinity for one species of 
Fc gamma receptor and a decreased binding affimty for a second species of Fc gamma receptor 
as falling within Group 1 and not Group II). Furthermore, Fc gamma receptors and FcRn 
receptors have distinct tactions; the motivation to make changes in binding affinities for 
various Fc gamma receptors appears to be related to a desire to alter ADCC activity, while the 
motivation to make changes in the binding affhuties for FcRn receptors appears to be related to a 
desire to make changes in clearance rates. Therefore, the searches for the inventions of Groups I, 
II, III and IV would require a search for distinct products. 

Inventions I and V are unrelated. Inventions are unrelated if i, can be shown that they are 
no, disclosed as capable of use together and they have different modes of operation, different 
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tocti ons, or d.fferen, effects (MPEP § 806.04, MPEP § 808.0!). In the instant case the differ, 
mentions aI e distinct because the pCypept.de of Group . and the nucleic acid/vector/host cel, of 
Group V have different physiochemical properties and have different uses. 

B is further noted that the method of Group V would not be used to produce the 

polypeptides of Groups II, HI or IV. 

Mventions 1 and V, are related as product and process of use. The mventions can be 
shoW n,obe distinct if either or bothofthe lowing can be shown:(l)the process for usingthe 

as claimed can be used m a materially d.fferent process of usmg .hat product (MPEP 
§ 80605(h)).mthemstantcasethe P o^^ 
ce.lsbearingaparticularFcrecep^^^^ 

receptors are used to capture antibody reagents onto a solid phase. 

j 4. ( rr-™™* tt TTT and IV would not be used in the 
It is further noted that the products of Groups II, 111 ana 1 v wou 

method of Group VI 

inventions VII (or VIII) and I (or II) are related as process of making (screening for) and 
pr oduct made. The inventions are drsttnct ,f either or bothofthe following can be shown: (1) 
mat the process as claimed can be used to maRe other and materially dtfferent product or (2) that 
meproductasclaimedcanbemadebyanotherandmaterianydrfferent process (MPEP § 

806 05(f)). m the instant case the polypeptide products of Group I (or II) could have been 
obtained by omer methods (e.g. by screening for alterations in other effector functron activities 
of the altered polypeptides). 
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The methods of Groups VII and VIII differ in that the nature and properties of the 
polypeptide product for which one is screening and are thus distinct. 

Because these inventions are distinct for the reasons given above and the search reared 
for any one Group is not reared for any other Group, restriction for examination purposes as 

indicated is proper. 

f r m , ms T TI or V-VIII are elected, the following election of 
In the event that any of Groups 1, u, or v v 

species is required: 

Cairns 1-5, 8-16, 23, 36-46 and 48-49 are genenc to aplurality of disclosed patentably 
distinct speces compristng antihod.es (or nucleic acids encoding antibodies, methods of use of 
th e antibodies, or methods of selection of the antibodies) wherem the antibodies can have 
increased or decreased bindmg affinities for dtstmct receptors, such as Fc gamma RI, Fc gamma 
M andFcgammaRin. AppHcant is retired under 35 U.S.C. 121 to elect a single disclosed 
speciesofantrbody^rnucleicactd encoding, or methodofuse, or method of sdecting such) 

though this requirement is traversed. 

Shou,d applicant traverse on the ground that the species are not patentably distinct, 

examiner finds one of the inventions unpatentable over the prior art, the evidence or admissron 

■ a„ is tt «i r 103(a) of the other invention, 

may be used in a rejection under 35 U.S.U i^w ui 
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electlonof — ton tobeex^event^there^entbe — (37CTR 
1.143). 

P— — — — k — 5/8,oo :; 5 :;i 

Myinqulry — his—i cationorearlter—i ca tionsfromthe 

The examiner can normally be reached on Mon.-Fri., 8:15 am-4:45 pm. 

^t.emptstoreaehtheexamrnerb.telephoneareunsuceess^theexarniners 

■ nni -*ns-3704- use attached form, 
response to restrictions is 703-308 3 / w, u 

„ A o DAVID SAUNDERS 

, ,, , nn , PRIMARY EXAMINER . 

September 24, 2001 PWWI^ yg. ^ 
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